
Public Health Service 
Food and Drug Administration 

sppllcatlon In accordance with 21 CFR lglg.4. 
I~STRU~~I~~S 

1. Check all applicable boxes and type or print the 
requested informatien. 

2. Submil an orlginal and four (4) copies. 
1. NAME OF COMPANY 

3. Mail your application to the Dockets Management Branch (HFA-305), Food and 
Drug Adml~istr~tion, Rm ‘lOBi, 5630 Fishers Lane, Rockvllle, MD 2OS52. 

4. Enter dockel number if assjgned. 

c?e/92-y l#oASE NEMO/G!J/ec 
2. ADDRESS OF COMPANY (Include ZIP Code)@ P.O. Box is used, include scluai sfreef address &so.~ 

mrtclude ama codaj 15. DATE OF SUBMISSION 

1. PRQ~U~T DESCRIPTION AND USE _p_ll_---- 
a. LIST NAME AND/mMODELUMBER(S) FOR THE LASER LIGHT SHOW(S) AND PROJ~CT~~(S~ 

.  .  ..r-- - 8 
: TUF APPI ICANT l?Fi-Xi&~ THF VARIANCS TO BE IN EFFECT FOR A RtZRlDD OF .._. 1e-k ------ YEARS FROM THE DATE QF ISSUE. (fr 

ttauhsd 8% part Q? the applic~tkmj 

0 A laser display device 
A projector for a laser light show 
A laser light show 
Other fSpetiu _________ - ___-__ --l__-~-_--l-x- 

:. r:13 PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 
OTHER LASER LfGHT SHOW PRODUCERS 

j. PRODUCT IS INTENDED FOR USE IN A 
0 Planetarium or other dome projection structure 
0 Theater 
Cl Hotel/motel ballroom or meeting room 
n Store displays 
0 Trade show or convention 
0 Discotheque or night club 
0 Pavilion 
0 Indoor arena 
fJ Outdoor arena 

Museum 
Outdoor unenclosed area 

0 Other (Specffy) ___-.____________ -.--------_- 
e. PR UCT IS INTENDED TO BE USED 

At only one {Fixed) location 
u At a variety of (Tour) locations 

•i Other fSpec(irjj ____-________--.-___ ---__----- 

!I------ ___-- -.----_----....-~L... SER RADli 

-_______ 

I 1 
I. IF ANY LASER RAUIATION IS PULSED OR S NED, GIVE THE PULSE DURATION AND RATE AND SCANNfNG FREDUENCY AND AMPLITUDE 

s-d Q.SEtc iJcs45: b-v0 
I *PLJ T-r...@ E :- 

0. REASON FOR REQUESTING VARIANCE 
Compliance with the limils of 21 CFR ‘iO40.1 l(c) would restrict the intendad use of the product because compliance would 
limit the output power to the extent that the desired effects would not be s~ff~~ent~~ vislbfe 

:- 
* 

n Other or additional explanation (Specify) _- 

\Ic - 

---- 
-if3 INTENDED T1) BE USED ~??iN%?%E LOCATION 

ore than ‘I 5 days 
are than !3 but not more than 15 days 

[I Less than Ci days 
1. TOUR IS INTENDED TO RUN FOR 

0 Mom than I3 months 
0 i-6 months 
n Lass than crne month 
c3 Not applicable fNp)t a four] 
III Ww fSpscillf_---.+-.-- ___._ --__-- .__. ----l-_-l_l 

1. PRODUCT UTlLti:ES THE FOLLOWfNG LASER EFFECTS 
Front screen projections 

Cl Rear screen projections 
lographlc displays 

ultipfe reftec~o~/diffract~o~ effects 
a Audience scan~fn~ (Also includes scanning any accessible 

uncontmlled amaaj 
Reflections from stationary mirrors or mirrored 
surfaces [g3eam Mafices) 

0 Stationary irradiation of rotating mlrror balls. etc. 
r] Scan&g tl~adtatiQn of rot~ttng mirror balls, etc. 
u Ffber optic ~rojecMons 
a Fog, smokea, or other scattering enhancement effects 

Cl Other ~Spe!~~~j~ ---_ ~~~_~__~~~_~-~_-.-~~-- 
r - ._- -- - 
:THS (o/n) PEAK POWER (watts] ---- .I___.- __... I__. 



-- 
1. ~&NNER IN WHICH IT IS PRQPO~&D TO DEVIATE FROM THE R~~~iR~~E~TS OFTHE 

Pa ‘II Is proposed to deviate rrom’the pro-&ions of 21 CFR 4040.11(c) in that the accessible emission level 
accessible emlsslon limits specified in 21 CFR 1040.1 I(@. 

0 It Is proposed to deviate from the provisions of 21 CFR 1040.$1 (c) as follows: 

2. ADVANTAGES TO BE DERIVED FROM SUCH DEVIATIQN 
s Laser light shows and dlsplaya are aocepted popular media In antis 

of the limi(s Imposed by 21 CFR 1040.11 (c) Is necessary to echleve 

q Ofher or additional advantages (describe and explain). 

and the arta, Wsa of power 
lred effects In these media. 

3. EXPLAIN THE ALTERNATE fwlEANS OF RADIATION PROTECTION TO SE PROVIDED. (Che& asmeny / 
just@ any boxes not checked, using additionalsheets as necessary. Stete any other means of ~adia~~o~ proiisction thst wilt be used.) ’ 

a. m  All laser products. systems, shows, and projectors will be certified to comply with 21 GFR “1040.10 end (he ~~d~~ons of lhis variance and will 
be reported as required by 21 CFR 1002.10 AND 1002.i 1 using lhe reporilng guides provided for such purpose. These actions will be 
accomplished prior to any introduction inlo commerce. 

b. @ Effects not specifically indicated in this variance application will not be performed. No other effects will be added t&l an amendment to the 
variance has been obtained and the required reports or aupplaments, as applicable, hav? btsen submlti~d. 

c. I$$ Scanning, projection. or reflectton of laser and collateral radiation (fJgt?t 5/7ow rediafion) into audience or 5~e~ accessible uncon~mlle~ areas 
will not be permitled except for diffuse reflectlons produced by the atmosphere, added atmospheric s~~t~e~n~ media. and target screens. 

d. 66 Laser radiation levels in excess of Ih$ limits of Class I wlll.not be permitted at any point less than 3.0 r&em above any surface upon which 
persons other than operators, performers, or employees are permitted to stand or 2.6 maters below or In lateral separation from any place 
where such persons are permltted lo .be. Qperatora, performers, and employees will not be r~ulro~ or allowed to view radiation above the 
limits of Class I or be exposed to radiation abave the limits specified in 21 CFR 1040.1 l(c). 

e. @ Any product which relies on scanning.@ meet access, exposure, or product class limits will incarporate 8 scarming safeguard system which 
directly senses scanner motion and wMch will react fast enough to preclude exceeding the. applicable Ilrrilt. 

f. @ All laser light shows shalU be under Vie Pired and parsonal control of trained, competent operator(s). The operator(s) will: 

(1) Be an employee of the veriance colder who will be responsible for the training and the conduct of the operator; 

(2) Be located where all beam paths can be directly observed at all times; and 

(3) Immediately terminate the emission of light show radiation in the event of any unsafe condition; or, far autdoor shows, upon request 
by any air traffic control officials. 

g.9 The maximum laser projector output $ower will not exceed the level required to obtain the intended effects. 

h. 64 The projection system (i.e., the prqj&or andall other componenfs usedtoproduce the 
imniobilizad to prevent unintended movement or misalignment. Beam masking will be p 
prevent overfilling of screens, beam stops, targets. etc. 

e@iMsf will be sC?curely mounted or 
as an Marent part of the system design to 

1. @ Laser projectors will not be delivered to any other party under en agreement of sale, lease, or loan unless and until the recipient demonstrates 
(hat they have a variance in effect at the time of delivery that permits them to produce laser light shows.inco rating such projector(s). 

j. a In addition to the requirements of 21 CFR fO4O.tO(h), the manufacturer of laser pr~je~tors~sy~tem~ will prov/$e Io parties who purchase, lease, 
or borrow the equipment, adequate users’ instructions for safe installation and operation which expleln the r~~~~sibi~ity of the recipient as an 
independent light show manufaclurer to submit the requited reports and apply for and obtain 8 vat-ience from GDRH prior to Introduction Into 
commerce of any laser light shows. 

k. m  The requirements of 21 CFR 1002.30(a)(l) and (2) will be accomplished through the use of written pmcedMra$ for setup, alignment, testing, 
and performance of each show. These procedures will be In sufficfent detail to ensure compliance with 21 CFR 1040.10, the condilions of this 
variance, and the control of access to radiatlan areas using the procedures described in the A~S~~i36.~ Spaniard for the safe use of lasers 
(Amedcan National Standards Institute, 1430 Broadway, New Ycrk, NY fOUla) or any other equivatenli user consensus standard and, where 
applicable, state or local requirements. Laser radiation areas which can contain radiation levels above the lirn41.s specified in 21 CFR “1040.1 l(c) 
witi be cleariy identified by fhe posting of warning signs and/or restricting access through physical means (such as pressure switches, photo 
cells, barriers, guards, etc.). These requirements apply to temporary areas (such as during set up and altgn~~~t procedures) and to final or 
permanent areas. The variance holder will retain the records of these procedures and the results of atl test8 as required by21 CFR 1002.31. A 
copy of the variance application, the approval letter, cuntmf procedures, and records relating to each Fla~~cui~r show will be with the operator 
or other responsible individual and will be made available for inspection by FDA and other re~p~sible authorities. 
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1. !J Advance written notification will be made es early as possible to appropriate federal, state, and local euthoritiss 
dates and locations clearly and completely Identified, and a basic description of the proposed effects including a 

pr show itinerary with 
s 

Power output intended. Such notifications will be made, but not necessarily be emoted, to: 
t of the maximum 

(1) The Center for Devices and radiological Wealth, Office of Compliance (HFZ-342), 2088 ~~l~~er Road, Rockville, MD 20850, providing the 
Initial and closing dates for fixed installations and Ihe tgnerary for mobile shows. In adz 
reported and accession numbers clearty referenced, each notice will Include det~lled ( 

less al aepscts of each show have been 

be performed In sufffcient detail to contfrm complianGe with the regulatfons snd lhls va 
ns of each show and a Itsting of alt affects to 

(2) The Federal Aviation Admlnlstralion (FAA) for any projections into open a 
performances, e&z). If the FAA objects to any laser effects. the objecffo 

a& up, a/ignment, rehe6B.&., 

adhered to. If these conditions cannot be met, the objectionable affects 
s requested by FM wilj be 

(3) State and local radiation controt offices/agencies 
law will be satisfied and any objections raised by 

all shows lo be performed withtn the/r ju~~~dict~ons. Atl requirements of state and locat 
al authortties will be resuived or the effecis deleted. (A list of federal and state ofices is 

aWlable @urn the Center Ibr Devices and Radiologkal Health upon request) 

The laser lighting effects for thi 
projection system m~~fact~ed 
Drive Stone Mountain, GA. 30083. 

er 

This system has been certified by Stone foxtail Lasers to be in 6orn~~ 
performance standards for laser dictions except for certain c~~a~te~ 
authorized by Variance #~6V-0476 effective May 25,204)4. . 

Further inform&on on this laser system 
Laser Product Report and any various 
accession # 86A1940-10 . 

the operator 63 avail 
repsrts fil 

fa 
under 

A report on the laser light show whit 
production has been submitted to the 
will be available upon issuance by 

etail the laser effects used in this 
cession number for the submission 

Performances will be conducte employees of the Crazy 
Organization acting as system rs. Operators are 
informed of all compliance and noti~~at~on processes. 

The Crazy Horse projection system will utilize i 
Pangolin scanning software and h~dw~e, Pie 
scanned laser radiation. 

I CERTIFY that all of the above information and statements are true, complete, and correct to the best of my knowledge and acknowiedge that 
my variance application may be denied or my variance may be revoked if this appnoation is found to ba false, misleading or incorrect in any 
material way. I have submitted and will submit all reports raquired by 21 CFR 1002.10 and 1002.11 on the laser equipment and show(s). I 
further understand that I may be required by regulation OF by the Director, Center far Devices and ffad~olo~i~t Health, to supply such other 
information as may be necessary to evaluate and act on this applicalion. 
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